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Addendum V—Categorization of Food
and Drug Administration-Allowed
Investigational Device Exemptions

Under the Food, Drug, and Cosmetic
Act (21 U.S.C. 360c), devices fall into
one of three classes. Also, under the
new categorization process to assist
HCFA, the Food and Drug
Administration assigns each device with
a Food and Drug Administration-
approved investigational device
exemption to one of two categories. To
obtain more information about the
classes or categories, please refer to the
Federal Register notice published on
April 21, 1997 (62 FR 19328).

The following information presents
the device number, category (in this
case, A), and criterion code.
G970312 A1
G980008 A2
G980046 A2
G980059 A2
G980077 A1
G980093 A1
G980094 A1
G980117 A2

The following information presents
the device number, category (in this
case, B), and criterion code.
G970168 B1
G970215 B3
G970249 B2
G970275 B2
G970287 B1
G970303 B4
G980013 B3
G980044 B4
G980048 B4
G980049 B4
G980050 B4
G980052 B4
G980053 B4
G980054 B2
G980055 B3
G980057 B2
G980058 B2
G980061 B2
G980062 B3

G980065 B4
G980066 B4
G980067 B2
G980068 B2
G980069 B4
G980070 B4
G980071 B3
G989072 B1
G980073 B1
G980075 B3
G980076 B1
G980079 B4
G980082 B4
G980086 B1
G980087 B4
G980089 B2
G980090 B4
G980092 B2
G980096 B4
G980097 B1
G980098 B3
G980099 B4
G980100 B4
G980101 B2
G980102 B2
G980103 B4
G980106 B5
G980114 B4
G980116 B3
G980120 B4
G980121 B2
G980122 B1
G980127 B1
G980137 B3
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DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Health Care Financing Administration

Announcement of Office of
Management and Budget (OMB)
Control Numbers for Agency
Information Collections Approved
Under the Paperwork Reduction Act of
1995

AGENCY: Health Care Financing
Administration.

This notice announces and displays
OMB control numbers for Health Care
Financing Administration (HCFA)
information collections that have been
approved by OMB.

Under OMB’s regulations
implementing the Paperwork Reduction
Act (PRA), 44 U.S.C. § 3501, each
agency that proposes to collect
information must submit its proposal for
OMB review and approval in
accordance with 5 CFR part 1320. Once
OMB has approved an agency’s
proposed collection of information and
issues a control number, the agency
must display the control number.

OMB regulations provide for
alternative methods of displaying OMB
control numbers. In the case of
collections of information published in
regulations, display is to be ‘‘provided
in a manner that is reasonably
calculated to inform the public.’’ To
meet this requirement an agency may
display such information in the Federal
Register by publishing such information
in the preamble or the regulatory text,
or in a technical amendment to the
regulation, or in a separate notice
announcing OMB approval of the
collection of information.

To comply with this requirement
HCFA has chosen to publish this notice
announcing OMB approval of the
collections of information published in
regulations. As stated above, this notice
announces and displays the assigned
OMB control numbers for HCFA’s
information collections that have been
approved by OMB.

OMB control Nos.

42 CFR
403.210 ..................................................................................................................... 0938–0640.
405.262 ..................................................................................................................... 0938–0267.
405.376 ..................................................................................................................... 0938–0270.
405.427 ..................................................................................................................... 0938–0155.
405.465, 405.481 ...................................................................................................... 0938–0301.
405.711 ..................................................................................................................... 0938–0045.
405.807 ..................................................................................................................... 0938–0033.
405.821 ..................................................................................................................... 0938–0034.
405.2100–.2171 ........................................................................................................ 0938–0386.
405.2110, 405.2112 .................................................................................................. 0938–0657, & 0658.
405.2133 ................................................................................................................... 0938–0046, 0447, & 0448.
405.2135–.2171 ........................................................................................................ 0938–0360.
406.7 ......................................................................................................................... 0938–0251.
406.13 ....................................................................................................................... 0938–0080.
406.15 ....................................................................................................................... 0938–0501.
406.28 ....................................................................................................................... 0938–0025.
407.10, 407.11 .......................................................................................................... 0938–0245.
407.18 ....................................................................................................................... 0938–0679.
407.27 ....................................................................................................................... 0938–0025.
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407.40 ....................................................................................................................... 0938–0035.
408.6 ......................................................................................................................... 0938–0041.
409.40–.50 ................................................................................................................ 0938–0357.
410.1 ......................................................................................................................... 0938–0679.
410.32 ....................................................................................................................... 0938–0685.
410.33 ....................................................................................................................... 0938–0721.
410.36 ....................................................................................................................... 0938–0357.
410.38 ....................................................................................................................... 0938–0534.
410.40 ....................................................................................................................... 0938–0042.
410.71 ....................................................................................................................... 0938–0685.
410.170 ..................................................................................................................... 0938–0357.
411.4–.15 .................................................................................................................. 0938–0357.
411.15 ....................................................................................................................... 0938–0224.
411.20–411.206 ........................................................................................................ 0938–0565.
411.370–411.389 ...................................................................................................... 0938–0714.
411.404, 411.406 ...................................................................................................... 0938–0465.
411.408 ..................................................................................................................... 0938–0566.
412.20–.32 ................................................................................................................ 0938–0358.
412.40–.62 ................................................................................................................ 0938–0359.
412.44, 412.46 .......................................................................................................... 0938–0445.
412.92 ....................................................................................................................... 0938–0477.
412.105 ..................................................................................................................... 0938–0456.
412.106 ..................................................................................................................... 0938–0691.
412.116 ..................................................................................................................... 0938–0269.
412.256 ..................................................................................................................... 0938–0573.
413.13 ....................................................................................................................... 0938–0463.
413.16 ....................................................................................................................... 0938–0583.
413.17 ....................................................................................................................... 0938–0202, & 0685.
413.20 ....................................................................................................................... 0938–0202 & 0236.
413.20, 413.24 .......................................................................................................... 0938–0022, 0037, 0050, 0102, 0107, 0301, 0463, & 0511.
413.56 ....................................................................................................................... 0938–0463.
413.64 ....................................................................................................................... 0938–0269.
413.157 ..................................................................................................................... 0938–0463.
413.170 ..................................................................................................................... 0938–0296.
413.198 ..................................................................................................................... 0938–0236.
413.343 ..................................................................................................................... 0938–0739.
414.40 ....................................................................................................................... 0938–0008.
414.330 ..................................................................................................................... 0938–0372.
416.43 ....................................................................................................................... 0938–0506.
416.47 ....................................................................................................................... 0938–0266, & 0506.
417.124 ..................................................................................................................... 0938–0472.
417.126 ..................................................................................................................... 0938–0469, 0701, & 0732.
417.143 ..................................................................................................................... 0938–0470.
417.162 ..................................................................................................................... 0938–0469.
417.408 ..................................................................................................................... 0938–0470.
417.436 ..................................................................................................................... 0938–0610.
417.470 ..................................................................................................................... 0938–0701, & 0732.
417.478 ..................................................................................................................... 0938–0469.
417.479, 417.500 ...................................................................................................... 0938–0700.
417.801 ..................................................................................................................... 0938–0610.
418.1–418.405 .......................................................................................................... 0938–0313.
418.22, 418.24, 418.28, 418.30, 418.56, 418.58, 418.70, 418.83, 418.96, 418.100 0938–0302.
420.200–.206 ............................................................................................................ 0938–0086.
421.100 ..................................................................................................................... 0938–0357.
421.310, 421.312 ...................................................................................................... 0938–0723.
422.350–422.390 ...................................................................................................... 0938–0733.
422.370–422.378 ...................................................................................................... 0938–0722.
422.430 ..................................................................................................................... 0938–0390.
424.5 ......................................................................................................................... 0938–0534.
424.20 ....................................................................................................................... 0938–0454.
424.22 ....................................................................................................................... 0938–0357, & 0489.
424.32 ....................................................................................................................... 0938–0008 & 0739.
424.57 ....................................................................................................................... 0938–0685, & 0717.
424.73, 424.80 .......................................................................................................... 0938–0685.
424.123 ..................................................................................................................... 0938–0484.
424.124 ..................................................................................................................... 0938–0042.
426.102–426.104 ...................................................................................................... 0938–0526.
430.10 ....................................................................................................................... 0938–0673.
430.10–.20 ................................................................................................................ 0938–0193.
430.12 ....................................................................................................................... 0938–0610.
430.20 ....................................................................................................................... 0938–0610.
430.30 ....................................................................................................................... 0938–0101.
431.1–431.865 .......................................................................................................... 0938–0062.
431.17 ....................................................................................................................... 0938–0467.
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431.110 ..................................................................................................................... 0938–0390.
431.107 ..................................................................................................................... 0938–0610.
431.306 ..................................................................................................................... 0938–0502.
431.630 ..................................................................................................................... 0938–0445.
431.800 ..................................................................................................................... 0938–0094, & 0300.
431.800–.820 ............................................................................................................ 0938–0144.
431.802–.822 ............................................................................................................ 0938–0246.
431.814 ..................................................................................................................... 0938–0146, & 0147.
431.865 ..................................................................................................................... 0938–0094, & 0246.
433.68, 433.74 .......................................................................................................... 0938–0618.
433.110–.131 ............................................................................................................ 0938–0487.
433.110, 433.112–433.114, 433.116, 433.117, 433.119, 433.121, 433.122,

433.127, 433.130, 433.131.
0938–0247.

433.138 ..................................................................................................................... 0938–0502.
433.139 ..................................................................................................................... 0938–0502.
434.28 ....................................................................................................................... 0938–0610.
434.44, 434.67, 434.70 ............................................................................................. 0938–0700.
435.1–435.1011 ........................................................................................................ 0938–0062.
435.217, 435.726, 435.735 ....................................................................................... 0938–0449.
435.940–.965 ............................................................................................................ 0938–0467.
440.1–.270 ................................................................................................................ 0938–0062.
440.10 ....................................................................................................................... 0938–0449.
440.30 ....................................................................................................................... 0938–0685.
440.167 ..................................................................................................................... 0938–0193.
440.180 ..................................................................................................................... 0938–0272.
441.60 ....................................................................................................................... 0938–0354.
441.250–.300 ............................................................................................................ 0938–0481.
441.300–.305 ............................................................................................................ 0938–0272.
441.302 ..................................................................................................................... 0938–0449.
442.1–.119 ................................................................................................................ 0938–0062, & 0379.
447.31 ....................................................................................................................... 0938–0287.
447.53 ....................................................................................................................... 0938–0429.
447.253 ..................................................................................................................... 0938–0523.
447.272 ..................................................................................................................... 0938–0618.
447.280 ..................................................................................................................... 0938–0624.
447.500–.542 ............................................................................................................ 0938–0676.
447.550 ..................................................................................................................... 0938–0676.
455.100–.106 ............................................................................................................ 0938–0086.
456.650–.657 ............................................................................................................ 0938–0061, & 0282.
456.654 ..................................................................................................................... 0938–0445.
456.700, 456.705, 456.709, 456.711, 456.712 ........................................................ 0938–0659.
466.71, 466.73, 466.74, 466.78 ................................................................................ 0938–0445.
466.78 ....................................................................................................................... 0938–0692.
473.18, 473.34, 473.36, 473.42 ................................................................................ 0938–0443.
476.104, 476.105, 476.116, 476.134 ........................................................................ 0938–0426.
482.1–.66 .................................................................................................................. 0938–0380.
482.2–.57 .................................................................................................................. 0938–0382.
482.12, 482.22 .......................................................................................................... 0938–0328.
482.27 ....................................................................................................................... 0938–0328, & 0698.
482.41 ....................................................................................................................... 0938–0242.
482.30, 482.41, 482.43, 482.53, 482.56, 482.57, 482.60–.62 ................................. 0938–0328, & 0378.
482.66. ...................................................................................................................... 0938–0328, & 0624.
483.10. ...................................................................................................................... 0938–0610.
483.70. ...................................................................................................................... 0938–0242.
483.400–.480 ............................................................................................................ 0938–0062.
483.470 ..................................................................................................................... 0938–0242.
484.1–.52 .................................................................................................................. 0938–0365.
484.10 ....................................................................................................................... 0938–0610.
484.10–.52 ................................................................................................................ 0938–0355.
484.12 ....................................................................................................................... 0938–0685.
484.18 ....................................................................................................................... 0938–0357.
484.48 ....................................................................................................................... 0938–0519.
484.52 ....................................................................................................................... 0938–0687.
485.56, 485.58, 485.60, 485.64, 485.66 .................................................................. 0938–0267.
485.701–.729 ............................................................................................................ 0938–0065, & 0273.
485.709, 485.711, 485.717, 485.719, 485.721, 487.723, 485.725, 485.727,

485.729.
0938–0336.

486.100–.110 ............................................................................................................ 0938–0338.
486.150–.163 ............................................................................................................ 0938–0071, & 0258.
486.155, 486.161, 486.163 ....................................................................................... 0938–0336.
486.301–.325 ............................................................................................................ 0938–0512, & 0688.
488.4 ......................................................................................................................... 0938–0690.
488.18 ....................................................................................................................... 0938–0391, & 0667.
488.26 ....................................................................................................................... 0938–0379, & 0391.
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488.28 ....................................................................................................................... 0938–0391.
488.60 ....................................................................................................................... 0938–0360.
489.20 ....................................................................................................................... 0938–0214, 0667, & 0692.
489.21 ....................................................................................................................... 0938–0357.
489.24 ....................................................................................................................... 0938–0667.
489.27 ....................................................................................................................... 0938–0692.
489.40–.41 ................................................................................................................ 0938–0383.
489.102 ..................................................................................................................... 0938–0610.
491.1–.11 .................................................................................................................. 0938–0074.
491.9 ......................................................................................................................... 0938–0334.
493.1–.2001 .............................................................................................................. 0938–0151, 0170, 0544, 0581, 0599, 0612, 0650, & 0653.
493.551–.557 ............................................................................................................ 0938–0686.
493.1840 ................................................................................................................... 0938–0655.
498.40–.95 ................................................................................................................ 0938–0486, & 0567.
1003.100, 1003.101, 1003.103 ................................................................................. 0938–0700.
1004.40, 1004.50, 1004.60, 1004.70 ........................................................................ 0938–0444.

45 CFR
5b.1–.13 .................................................................................................................... 0938–0734.
96.70–.74 .................................................................................................................. 0938–0481.
146.111, .115, .117 ................................................................................................... 0938–0703.
146.136 ..................................................................................................................... 0938–0719.
146.150, .152, .160, .180 .......................................................................................... 0938–0703.
148.120, .122, .124, .128 .......................................................................................... 0938–0702.

Dated: December 2, 1998.
John P. Burke III,
HCFA Reports Clearance Officer, HCFA Office
of Information Services, Security and
Standards Group, Division of HCFA
Enterprise Standards.
[FR Doc. 98–32673 Filed 12–8–98; 8:45 am]
BILLING CODE 4120–03–P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

National Institutes of Health

National Institute of Mental Health;
Notice of Closed Meeting

Pursuant to section 10(d) of the
Federal Advisory Committee Act, as
amended (5 U.S.C. Appendix 2), notice
is hereby given of the following
meeting.

The meeting will be closed to the
public in accordance with the
provisions set forth in sections
552b(c)(4) and 552b(c)(6), Title 5 U.S.C.,
as amended. The grant applications and
the discussions could disclose
confidential trade secrets or commercial
property such as patentable material,
and personal information concerning
individuals associated with the grant
applications, the disclosure of which
would constitute a clearly unwarranted
invasion of personal privacy.

Name of Committee: National
Institute of Mental Health Special
Emphasis Panel.

Date: December 17, 1998.
Time: 2:00 PM to 3:00 PM.
Agenda: To review and evaluate grant

applications.

Place: Parklawn Building—Room 9C–
26, 5600 Fishers Lane, Rockville, MD
20857, (Telephone Conference Call).

Contact Person: Lawrence E. Chaitkin,
PhD, Scientific Review Administrator,
Division of Extramural Activities,
National Institute of Mental Health,
NIH, Parklawn Building, 5600 Fishers
Lane, Room 9C–26, Rockville, MD
20857, 301–443–6470.

This notice is being published less
than 15 days prior to the meeting due
to the timing limitations imposed by the
review and funding cycle.
(Catalogue of Federal Domestic Assistance
Program Nos. 93.242, Mental Health Research
Grants; 93.281, Scientist Development
Award, Scientist Development Award for
Clinicians, and Research Scientist Award;
93.282, Mental Health National Research
Service Awards for Research Training,
National Institutes of Health, HHS.)

Dated: December 2, 1998.
LaVerne Y. Stringfield,
Committee Management Officer, NIH.
[FR Doc. 98–32686 Filed 12–8–98; 8:45 am]
BILLING CODE 4140–01–M

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

National Institutes of Health

National Institute of General Medical
Sciences; Notice of Closed Meeting

Pursuant to section 10(d) of the
Federal Advisory Committee Act, as
amended (5 U.S.C. Appendix 2), notice
is hereby given of the following
meeting.

The meeting will be closed to the
public in accordance with the

provisions set forth in sections
552b(c)(4) and 552b(c)(6), Title 5 U.S.C.,
as amended. The grant applications and
the discussions could disclose
confidential trade secrets or commercial
property such as patentable material,
and personal information concerning
individuals associated with the grant
applications, the disclosure of which
would constitute a clearly unwarranted
invasion of personal privacy.

Name of Committee: National
Institute of General Medical Sciences
Special Emphasis Panel MBRS Special
Emphasis Panel.

Date: December 4, 1998.
Time: 1:00 PM to 3:00 PM.
Agenda: To review and evaluate grant

applications.
Place: National Institutes of Health,

NIGMS, Office of Scientific Review,
Natcher Building, Room 1AS–13,
Bethesda, MD 20892, (Telephone
Conference Call).

Contact Person: Helen R. Sunshine,
PHD, Chief, Office of Scientific Review,
NIGMS, Natcher Building, Room 1AS–
13, Bethesda, MD 20892, (301) 594–
2881.

This notice is being published less
than 15 days prior to the meeting due
to the timing limitations imposed by the
review and funding cycle.
(Catalogue of Federal Domestic Assistance
Program Nos. 93.375, Minority Biomedical
Research Support; 93.821, Cell Biology and
Biophysics Research; 93.859, Pharmacology,
Physiology, and Biological Chemistry
Research; 93.862, Genetics and
Developmental Biology Research; 93.88,
Minority Access to Research Careers; 93.96,
Special Minority Initiatives, National
Institutes of Health, HHS)


